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13 2017 

TTT.^.R 367(3T).—'Hi'+K afrr ^SR- ^nTuft srflrf^RTT, 1940 (1940 ^ 23) 

SOTT 26^ ^TTT ^r?Tl ^ ^ fir, % TTWT^, aTTTTSTTTTJr, WT II, ^ 3, (i) # iRTTcI 

TR4T7%afrr 9 R 4 K 44H4, afrr 9R=IK T^RTFTRlTFrarfllg^ t. TTT.^.R 332(31), 

wrffTi' 23 Trt, 2013 wRri ^ttt ^44^9191+41'^Ih sfrr ^ RPif4R4l' %, Rr^" ^ 44 ^ 9 ) 1 1+41'Rh 
?TTf4^ I, ^PfRr 4 aid^Rld TTR^ 4 ^ 4 - % 4Yf%TT Rt tiTRrr 4?r mM 4 TWt fr^ t^r^ 49414 % f^rr 
f%4R 4 r4 RRI 4 R 1 , sfrr Rd<u| Rt f44Rd 4R f%4T 4T ; 

afrr afrT 9R4K T^RTFI 44H4 ^TTT 4^ 4^lPl^?T4^ R arsq-^RT % 3 t4Rt f44w 

TTTjg 4 , % 7 n: 49' «rr, % wr;, ^ 4 Rflr % RPI4R1 afrr 

44 R|44H ?T4f % ar^^T tr4 |Tt 9R|4^d 4 r 4 R f4wR?T Rt I f% ait^ % 4%^ f44?R, SP4K-Wn: 

4if^c4 afrr 444l4<'j|, 3nf444 ^¥te 4 4^^ fRrf44^ 4t4flr444r 41^%4444% f^rr| 

aftr ^ 3Tt4flr Rt T|4T4T 300 f4.4T. 9 R)Rh 4 3Tflr4^ 4ff fl4t 4Tf|i7 aftr RRhRi 4i4d<l' R ^ arRflr 44 
%44r %TR 444t 4RT 4 44^ 4^4- % Rttt trtr 

aftr 3Tt4flr d441R 44R4 k 4^#, ^44R9)9I44IRh afrr ^ Rf4f4R)4f %, Rr# 
^44R9t9l44lRH ?TTf44r |, 4144 ^94t0 f%44 % Rr RRIhRi, f%44 afrr f^RRT 44^ 44sfl f^444 ^ 

44 R Rt f%?l44 TOR Rt 4 t 4 Rl4ilR?ff ^ 4R44 fl 44T |; 

3T4:, 3T4, 47447, 474 3TflrR44 Rt STITT 264 4T7T 447T ?Tf%7ff 44 4^ 47% fir, iqT74 % 

7T444, arTTTSrnTT, 444 II, W 3, 44-T44 (i) % 4T.44.f%. 332(3T), Wlfln 23 4^, 2013 ^TTT 444Rr4 4T74 
47447 % 74T7R 3^7 9RdK 47444 441714, 74T7R f%4T4 Rt arfsTgRR 4% RR 44T4 %, 44 4T7ff % f%4T4 
RdRd 47%t |, Rpf %% f%T444 % ^ f%4T 44T | 44 47% 44 %%T f%4T 444 f, 3^7 t47lfR%Tr47f(#4 3^7 
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^ %, f^RTT ?TTf^ % f%TT RPt^jui, afk 

f^^TRI ^ ^ PlHplf^d % arffri- |tt TIT# f, 3T#ci;,— 

TI. RPl^Idl, tTTlft#TR##T affT % ^#3I-#%?I# afTT WR-WR -Hlf^cT 

TT ff# TT PlHplf^d ^T##I T^IT - 

(i) sltTflr TT SR# %TR %HT ^T % f#T; 3 # 

(ii) # TT# t#Ti ifTITi 300 #.IH. ^ 3 T#ti Rff ft# I 

IT. f# ##& % aTTSTR- #, f## tTTlft#TrT##T ?TTf#T |, RnRlf^d ?R# ^ ^TT#^ f#TT 

^IU,i|l,— 

(i) ##& TT SR# %TR ^# #^ % f#T I; 3# 

(ii) # TT# t#Ti ifRTi 300 #.TT. ^ aifsm Rff ft# I 

T. f##T#T, T#Rft^ f%f%RTT RW## # #17 f% % ^ ### 3# f####ff 

# %TR %TR Ht# #^ ^ IRT ### % ^## % f#T 1f#t | 

[TIT. H. T^. 11014/1/2013-#.T^.T^.#.] 
fRiT RTR ?!#, #%T' 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health and Family Welfare) 

NOTIFICATION 

New Delhi, the 13th April, 2017 

G.S.R. 367(E) .—Whereas the Central Government had in exercise of the powers conferred hy 
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 1940), suspended the manufacture for sale, sale and 
distribution of dextropropoxyphene and formulations containing dextropropoxyphene for human use in view 
of the likely risk involved to human heings and availability of safer alternatives vide notification number 
G.S.R. 332(E), dated the 23’^'* May, 2013 of the Government of India in the Ministry of Health and Family 
Welfare, Department of Health and Family Welfare, published in the Gazette of India, Extraordinary, Part II, 
Section 3, Sub-section (i); 

And whereas, the expert group constituted by the Ministry of Health and Family Welfare under the 
Chairmanship of Director General of Health Services, consisting of a group of cancer experts after detailed 
deliberations recommended that suspension of manufacture and sale of the said drug may be revoked subject 
to the conditions that the package insert, promotional literature and labeling of the drug shall clearly mention 
the use of the drug for cancer pain only, and that the dose of the drug should not be more than 300 mg. per day 
and the manufacturer shall advise doctors for use of the drug in cancer pain only; 

And whereas, the Drugs Technical Advisory Board agreed to the said recommendations of the expert 
group to revoke the suspension of manufacture for sale, sale and distribution of dextropropoxyphene and 
formulations containing dextropropoxyphene for human use; 

Now, therefore, the Central Government in exercise of the powers conferred by section 26A of the 
said Act, hereby, rescinds the notification of the Government of India in the Ministry of Health and Family 
Welfare, Department of Health and Family Welfare, published in the Gazette of India, Extraordinary, Part II, 
Section 3, Sub-section (i), vide number G.S.R. 332(E), dated the 23'^'^ May, 2013, with immediate effect, 
except as respects things done or omitted to be done before such rescission, and regulate the manufacture for 
sale, sale and distribution of dextropropoxyphene and formulations containing dextropropoxyphene for human 
use subject to the following conditions, namely:— 
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(a) the manufacturer shall indicate in a conspicuous manner on the package-inserts and 
promotional literature of the dextropropoxyphene and its formulations,- 

(i) “Use of drug for cancer pain only.”; and 

(ii) “Daily administered dose shall not exceed 300mg. per day.”. 

(h) the container of the medicine containing dextropropoxyphene shall he labelled with the 
following words,- 

(i) “Use of drug for cancer pain only.”; and 

(ii) “Daily administered dose shall not exceed 300mg. per day”. 

(c) the manufacturer shall advise the registered medical practitioners to administer or prescribe the 
said drug and its formulations for use in patients with cancer pain only. 

[F. No. X.11014/1/2013-DFQC] 

K. L. SHARMA, Jt. Secy. 
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